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The MAILING DATE of this communication appears on the cover sheet with the correspondence address -- 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )□ Responsive to communication(s) filed on . 

2a)Q This action is FINAL. 2b)S This action is non-final. 

3)D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
Disposition of Claims 

4jM Ciaim(s) T 5-32 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^1 Claim(s) 15-32 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

1 1) D The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) ^3 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)KI All b)D Some*c)D None of: 

1 Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) Q Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment(s) 

1 ) Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No(s). . 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-152) 

3) ^ Information Disclosure Statement(s) (PTO-1449) Paper No(s) 8 . 6) □ Other: 
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The preliminary amendment filed May 24, 2001 has been entered. Claims 15-32 are 



The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified 
or improper timewise extension of the "right to exclude" granted by a patent and to prevent 
possible harassment by multiple assignees. See In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); 
In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 
164 USPQ 619 (CCPA 1970); and, In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 
1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent is shown to be commonly owned with 
this application. See 37 CFR 1.130(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 
CFR 3.73(b). 

Claims 15-32 rejected under the judicially created doctrine of obviousness-type 
double patenting as being unpatentable over claims 1-15 of U.S. Patent No. 6,503,698 Bl. 
An obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but an examined application claim not is patentably distinct from the 
reference claim(s) because the examined claim is either anticipated by, or would have been 
obvious over, the reference claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 
1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In 
re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985). Although, the conflicting claims are 
not identical, they are not patentably distinct from each other because the present claims 
and 1-15 of '698 contain overlapping subject matter. 

Claims 15-32 are drawn to methods for the cryopreservation of embryos and oocytes 
and methods of producing live animals from embryos using methods that are 
indistinguishable that of claims 1-15 of '698. Each element of present claims 15-32 can be 
found within the claims of '698 or in the specification definition of each term of the claims. 



pending. 
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Thus, at the time of the present invention, it would have been obvious to the ordinary 
artisan at the time of the present invention to make and use the invention of present claims 
15-32 given claims 1-15 of x 698. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and 
distinctly claiming the subject matter which the applicant regards as his invention. 

Claim 29 recites the limitation "oocytes" in claim 28. There is insufficient antecedent 

basis for this limitation in the claim. Claim 28 is only drawn to embryos. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form 
the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described in a patent granted on an application for patent by 
another filed in the United States before the invention thereof by the applicant for patent, 
or on an international application by another who has fulfilled the requirements of 
paragraphs (1), (2), and (4) of section 371(c) of this title before the invention thereof by 
the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act of 
1999 (AIPA) and the Intellectual Property and High Technology Technical Amendments Act 
of 2002 do not apply when the reference is a U.S. patent resulting directly or indirectly from 
an international application filed before November 29, 2000. Therefore, the prior art date of 
the reference is determined under 35 U.S.C. 102(e) prior to the amendment by the AIPA 
(pre-AIPA 35 U.S.C. 102(e)). 

Claims 15-17 and 20-32 are rejected under 35 U.S.C. 102(e) as being anticipated by 
U.S. Patent 6,503,698 Bl (Dobrinsky). 

The applied reference has a common inventor (Nagashima) with the instant 
application. Based upon the earlier effective U.S. filing date of the reference, it constitutes 
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prior art under 35 U.S.C. 102(e). This rejection under 35 U.S.C. 102(e) might be overcome 
either by a showing under 37 CFR 1.132 that any invention disclosed but not claimed in the 
reference was derived from the inventor of this application and is thus not the invention "by 
another/' or by an appropriate showing under 37 CFR 1.131. 

Dobrinsky teaches a method for cyropreservation of morulae/blastocyst swine 
embryos comprising centrifuging zona intact embryos (col. 2, lines 23-26; col. 12, lines 30- 
32 and col. 13, line 66 to col. 14, line 1), subjecting the centrifuged oocytes to freezing in 
the presence of a cry o protectant agent such as glycerol or propylene glycol (col. 13, lines 
14-17 and col. 14, lines 9-11), freezing in liquid nitrogen (col. 13, lines 39-42 and col. 15, 
lines 14-15), freezing the embryos in a straw where the embryos enter by capillary action 
(col. 13, lines 39-42 and col. 14, lines 9-11), storing the frozen embryos (col. 13, lines 39- 
42), and a method for producing pigs and piglets comprising thawing the zone intact 
embryo introducing the embryo into the fallopian tube of a pregnancy competent female pig 
(col. 12, lines 36-40 and Table 8). Dobrinsky therefore teaches pigs and piglets made from 
cryopreserved embryos as well as cryopreserved embryos (see cites above). Thus Dobrinsky 
clearly anticipates the claimed invention. 

Claims 15-17 and 20-32 are rejected under 35 U.S.C. 102(e) as being anticipated by 
U.S. Patent 6,503,698 Bl (Dobrinsky). 

The applied reference has a common inventor with the instant application. Based 
upon the earlier effective U.S. filing date of the reference, it constitutes prior art under 35 
U.S.C. 102(e). This rejection under 35 U.S.C. 102(e) might be overcome either by a 
showing under 37 CFR 1.132 that any invention disclosed but not claimed in the reference 
was derived from the inventor of this application and is thus not the invention "by another," 
or by an appropriate showing under 37 CFR 1.131. 
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(b) the invention was patented or described in a printed publication in this or a foreign country 
or in public use or on sale in this country, more than one year prior to the date of application 
for patent in the United States. 

Claims 15-17 and 20-32 are rejected under 35 U.S.C. 102(b) as being clearly 
anticipate by WO 95/05075 published 24 February 1995 (Nagashima). 

Nagashima teaches a method for cyropreservation of swine embryos comprising 
centrifuging zona intact blastocysts (page 5, line 15; page 11, lines 6-7 and page 17, lines 
6-7), subjecting the centrifuged oocytes to freezing in the presence of a cryoprotectant 
agent such as DMSO, glycerol, ethylene glycol, sucrose or toleharose (page 17, lines 13- 
17), freezing in liquid nitrogen (page 17, lines 19-21), freezing the 'embryos in a straw 
where the embryos enter by capillary action (page 17, lines 19-21), storing the frozen 
embryos (page 17, lines 19-21), and cryopreserved embryos, and pigs and piglets 
produced from cryopreserved embryo into females pigs, as well as cryopreserved embryos 
(page 17, lines 30-32). Thus Nagashima clearly anticipates the claimed invention. 

Claims 15, 17, 19 and 28-31 are rejected under 35 U.S.C. 102(b) as being clearly 
anticipated by Otoi et al (1997) Cryobiology 34, pp. 36-41. 

Otoi teaches the cryopreservation of bovine oocytes comprising centrifuging bovine 
oocytes, placing the centrifuged oocytes in freezing straws, which load by inherently by 
capillary action, freezing the centrifuged oocytes in the presence of polypropylene glycol 
(1,2-propanediol), and storing the frozen embryos in liquid nitrogen for one to three months 
(page 37, col. 1, parag. 2 to col. 2, line 23). Thus, Otoi clearly anticipates the claimed 
invention. 

(f) he did not himself invent the subject matter sought to be patented. 

The present application lists Nottle, Cameron, Beebe and Nagashima as inventors. 
Dobrinsky lists Dobrinsky and Nagashima as inventors. As the subject matter contained in 
the present specification is the same as that contained in Dobrinsky, there is serious conflict 
as to the actual inventors of the claimed subject matter. 
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The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or 
described as set forth in section 102 of this title, if the differences between the subject 
matter sought to be patented and the prior art are such that the subject matter as a 
whole would have been obvious at the time the invention was made to a person having 
ordinary skill in the art to which said subject matter pertains. Patentability shall not be 
negatived by the manner in which the invention was made. 

Claims 15, 17, 18 and 19 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Wolf et al (1996) J. Reproduc. Fertil. 106, pp. 135-141 in view of WO 95/05075 
published 24 February 1995 (Nagashima). 

Nagashima teaches a method for cyropreservation of swine embryos comprising 
centrifuging zona intact blastocysts (page 5, line 15; page 11, lines 6-7 and page 17, lines 
6-7), subjecting the centrifuged oocytes to freezing in the presence of a cryoprotectant 
agent such as DMSO, glycerol, ethylene glycol, sucrose or toleharose (page 17, lines 13- 
17), freezing in liquid nitrogen (page 17, lines 19-21), freezing the embryos in a straw 
where the embryos enter by capillary action (page 17, lines 19-21), storing the frozen 
embryos (page 17, lines 19-21), and pigs and piglets produced by implanting an embryo 
into females pigs (page 17, lines 30-32). Nagashima teaches that this method can also be 
used to cryopreserve embryos of other species than pig (page 10, lines 7-9). However, 
Nagashima does not teach specifically the cryopreservation of cat embryos. Wolf teaches 
that in vitro fertilization procedures in cats is critical for the production of cat models of 
human genetic disease and for the rescue of endangered felids in the wild (page 135, col. 1, 
lines 9-12). Nagashima offers motivation in stating that the method described permits the 
cryopreservation of pig embryos that subsequently develop into pigs to enhance genetic 
diversity in piggeries (page 1, lines 8-12 and page 7, lines 3-5). Nagashima also offers 
motivation in stating that the method of cryopreservation can be used in species other than 
pig (page 10, lines 7-9). Thus, it would have been obvious to the ordinary artisan to 
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enhance genetic diversity in cat populations by producing cat embryos as described by 
Wolfe and subject them to the cyropreservation methods of Nagashima so that cat embryos 
can be produced and then stored, and later transferred to queens for gestation to term. 
Furthermore, it would have been obvious to use this method for the cryopreservation of any 
livestock embryo: horse, cow, sheep, goat, llama or alpaca. Therefore, the cited prior 
provides sufficient teaching, suggestion and motivation to the ordinary artisan at the time of 
the present invention to provide a reasonable expectation of success in making the claimed 
invention. 

Claim 23 is rejected under 35 U.S.C. 103(a) as being unpatentable over WO 
95/05075 published 24 February 1995 (Nagashima) in view of Yoshida et al ()1990) J. 
Reproduc. Fertil. 88, pp. 1-8. 

Nagashima teaches a method for cyropreservation of swine embryos comprising 
centrifuging zona intact blastocysts (page 5, line 15; page 11, lines 6-7 and page 17, lines 
6-7), subjecting the centrifuged oocytes to freezing in the presence of a cryoprotectant 
agent such as DMSO, glycerol, ethylene glycol, sucrose or toleharose (page 17, lines 13- 
17), freezing in liquid nitrogen (page 17, lines 19-21), freezing the embryos in a straw 
where the embryos enter by capillary action (page 17, lines 19-21), storing the frozen 
embryos (page 17, lines 19-21), and pigs and piglets produced by implanting an embryo 
into females pigs (page 17, lines 30-32). However, Nagashima does not teach specifically 
the introduction of the thawed embryo into the fallopian tube of a female pig. Yoshida 
teaches the introduction of pig embryos to the oviducts or Fallopian tubes of female pigs 
(page 2, parag. 3). Nagashima offers motivation in stating that the method described 
permits the cryopreservation of pig embryos that subsequently develop into pigs to enhance 
genetic diversity in piggeries (page 1, lines 8-12 and page 7, lines 3-5). Yoshida offers 
motivation in teaching that the transfer of pig embryos resulted in blastocysts, providing 
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evidence that the oviduct transfer method would permit development of pigs (page 3, 
parag.4, lines l-2).Thus at the time of the instant invention, it would have been obvious to 
the ordinary artisan to enhance genetic diversity in pig populations by producing pig 
embryos, cryopreserve them, thaw them and transfer the embryos to the oviduct of female 
pigs and permit gestation to term. The cited prior art provides the requisite teaching, 
suggestion and motivation at the time of filing such that the ordinary artisan would have 
had a reasonable expectation of success in reaching the claimed invention. 

Claims 15, 17, 19 and 20 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Otoi et al (1997) Cryobiology 34, pp. 36-41 in view of WO 95/05075 published 24 
February 1995 (Nagashima). 

Otoi teaches the cryopreservation of bovine oocytes comprising centrifuging bovine 
oocytes, placing the centrifuged oocytes in freezing straws, which load by inherently by 
capillary action, freezing the centrifuged oocytes in the presence of polypropylene glycol 
(1,2-propanediol), and storing the frozen embryos in liquid nitrogen for one to three months 
(page 37, col. 1, paraOg. 2 to col. 2, line 23). Nagashima teaches that this method can also 
be used to cryopreserve embryos of other species than pig (page 10, lines 7-9). Otoi offers 
motivation in stating that the methods of Nagashima for the freezing of pig embryos can be 
used in the freezing of bovine oocytes because bovine oocytes as pig embryos contain lipids 
that negatively affect freezing (page 36, col. 1 to col. 2, bridg. parag.). Thus at the time of 
the instant invention, it would have been obvious to cryopreserve oocytes as taught by Otoi 
for any species: horse, pig, sheep, goat, llama or alpaca as taught by Nagashima. The cited 
prior art offers sufficient teaching, suggestion and motivation at the time of filing that the 
ordinary artisan would have had a reasonable expectation of success at making the claimed 
invention. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Deborah Crouch, Ph.D. whose telephone number is 703- 
308-1126. The examiner can normally be reached on M-Th, 8:30 AM to 7:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Deborah J. Reynolds can be reached on 703-305-4051. The fax phone numbers 
for the organization where this application or proceeding is assigned are 703-872-9306 for 
regular communications and 703-872-9306 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is 703-308- 



0196. 




Deborah Crouch, Ph.D. 
Primary Examiner 
Art Unit 1632 
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